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Office Action Summary 



Application No. 
09/377.446 



Applicani 



anT(s) 



MAGAL et al. 



Examiner 

Avis M. Davenport 



Group Art Unit 
1653 




B Responsive to connmunication(s) filed on Aug 19, 1999 

□ This action is FINAL. 

□ Since this application is in condition for allowance except for formal matters, prosecution as to the merits is closed 
in accordance with the practice under Ex parte Qu^^B35 CD. 11; 453 O.G. 213. 

A shortened statutory period for response to this action is set to expire 3_ month{s). or thirty days, whichever is 

longer, from the mailing date of this communication. Failure to respond within the period for response will cause the 
application to become abandoned. (35 U.S.C. § 133). Extensions of time may be obtained under the provisions of 
37 CFR 1.136(a). 

Disposition of Claim 

S Claim(s) 22-40 is/are pending in the applicat 

Bl^[ \ l e aUw w, claim(s) 1-21 is/are w i thdrawn from consideration 

S Claim(s) 22-39 is/are allowed. 

S Claim(s) 40 is/are rejected. 

□ Claim(s) is/are objected to. 

□ Claims are subject to restriction or election requirement. 

Application Papers 

□ See the attached Notice of Draftsperson's Patent Drawing Review, PTO-948. 

□ The drawing(s) filed on is/are objected to by the Examiner. 

S The proposed drawing correction, filed on Aug 19, 1999 is H approved Qjisapproved. 

□ The specification is objected to by the Examiner. 

□ The oath or declaration is objected to by the Examiner. 

Priority under 35 U.S.C. § 119 

□ Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d). 

□ All llpome* QSlone of the CERTIFIED copies of the priority documents have been 

□ received. 

□ received in Application No. (Series Code/Serial Number) . 

□ received in this national stage application from the International Bureau (PCT Rule 17.2(a)). 

*Certified copies not received: 

□ Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 

Attachment(s) 

S Notice of References Cited, PTO-892 

^ Information Disclosure Statement(s), PTO-1449, Paper No(s). 0 

□ Interview Summary, PTO-413 

□ Notice of Draftsperson's Patent Drawing Review, PTO-948 

□ Notice of Informal Patent Application, PTO-152 



SEE OFFICE ACTION ON THE FOLLOWING PAGES • 
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1 . Claims 22-40 are pending in the instant application. 

2. This application contains sequence disclosures that are encompassed by the definitions for 
nucleotide and/or amino acid sequences set forth in 37 CFR 1.821(a)(1) and (a)(2). However, 
this application fails to comply with the requirements of 37 CFR 1.821 through 1.825 for the 
reason(s) set forth on the attached Notice To Comply With Requirements For Patent Applications 
Containing Nucleotide Sequence And/Or Amino Acid Sequence Disclosures. 

Applicant is given S^MONT^^ o r l ^MFt Y DAIS3 s toi i e v ^ai^^ from the 
mailing date of this letter within which to comply with the sequence rules, 37 CFR 1.821 - 1.825. 
Failure to comply with these requirements will result in ABANDONMENT of the application 
under 37 CFR 1 .821(g). Extensions of time may be obtained by filing a petition accompanied by 
the extension fee under the provisions of 37 CFR 1.136(a). In no case may an applicant extend 
the period for reply beyond the SIX MONTH statutory period. Direct the reply to the 
undersigned. Applicant is requested to return a copy of the attached Notice to Comply with the 
reply. 

3. The following is a quotation of the first paragraph of 35 U.S. C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to 
make and use the same and shall set forth the best mode contemplated by the inventor of 
carrying out his invention. 

4. Claim 40 is rejected under 35 U.S.C. 1 12, first paragraph, because the specification, while 
being enabling for methods for treating inner ear and or hearing loss, does not reasonably provide 
enablement for articles for treatment of nerve damage. The specification does not enable any 
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person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and/or use the invention commensurate in scope with these claims. Applicants have set forth 
examples such as Neurturin protein products protection or survival of Cochlear Hair Cells. See 
pages 53-72. However their is no teaching or other guidance in the use of aR article for the 
treatment of nerve damage. The instant examples and methods do not extrapolate to a method or 
article for treatment of nerve damage. The treatment of nerve damage is a very broad art area and 
highly unpredictable. Treatment of nerve damage requires representative examples or literature 
examples, etc to enable said product or method. 

Therefore, given the analysis above, it must be considered that the skilled artisan would 
have needed to have practiced considerable non-routine, trial and error experimentation to enable 
the foil scope of the claims. Such experimentation is the antithesis of enablement under 35 USC 
1 12, first paragraph, and said experimentation must be considered to be undue. 

5. Claims 22-39 are free fi*om the art of record. 

6. Any inquiry concerning this communication or earlier communications from the examiner 
should be directed to Avis Davenport whose telephone number is (703) -308-4002. The examiner 
can normally be reached on Tuesday - Friday from 10:30 am to 8:00 pm. 

If attempts to reach the examiner by telephone are unsuccessfol, the examiner's supervisor, 
Mr. Christopher Low, can be reached on (703) -308-2923. The fax phone number for the 
organization where this application or proceeding is assigned is (703) -308-4242. 
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Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is (703) -308-0196. 
Davenport/LR 
October 24, 2000 



AVIS M. DAVENPORT ' 
PRIMARY EXAMINER 
QR0UP189&itoO0 



Application Ho.: n^/^ 77 
NOTICE TO COMPLY WITH REQUIREMENTS FOR PATENT APPLICATIONS CONTAINING 
NUCLEOTIDE SEQUENCE AND/OR AMINO ACID SEQUENCE DISCLOSURES 

The nucleotide and/or amino acid sequence disclosure contained in this application does not 
comply with the requirements for such a disclosure as set forth in 37 C.F.R. 1.821 - 1.825 for 
the folloNAnng reason(s); 

1. This application clearly fails to comply with the requirements of 37 C.F.R. 1.821-1.825. Applicant's 
attention is directed to these regulations, published at 1 1 14 OG 29, May 15, 1990 and at 5§ FR 

18230, May 1. 1990. * 

r 

2. This application does not contain, as a separate part of the disclosure on paper copy, a "Sequence 
Listing" as required by 37 C.F.R. 1.821(c). 

3. A copy of the "Sequence Listing" in computer readable form has not been submitted as required by 
37 C.F.R. 1.821(e). 

4. A copy of the "Sequence Listing" in computer readable form has been submitted. However, the 
content of the computer readable form does not comply with the requirements of 37 C.F.R. 1.822 
and/or 1.823, as indicated on the attached copy of the marked -up "Raw Sequence Listing." 

5. The computer readable form that has been filed with this application has been found to be damaged 
and/or unreadable as indicated on the attached CRF Diskette Problem Report. A Substitute 
computer readable form must be submitted as required by 37 C.F.R. 1.825(d). 

6. The paper copy of the "Sequence Listing" is not the same as the computer readable from of the 
"Sequence Listing" as required by 37 C.F.R. 1.821(e). 



□ 

0 

□ 

□ 

□ 



7. Other: 



Applicant Must Provide: 

An initial or substitute computer readable form (CRF) copy of the "Sequence Listing". 

SAn initial or substitute paper copy of the "Sequence Listing", as well as an amendment directing its 
entry into the specification, 

SA statement that the content of the paper and computer readable copies are Ihe same and, wiiere 
applicable, include no new matter, as required by 37 C.F.R. 1.821(e) or 1.821(f) or 1.821(g) or 
1, 825(b) or 1.825(d). 

For questions regarding compliance to these requirements, please contact: 

For Rules Interpretation, call (703) 308-4216 
For CRF Submission Help, call (703) 308-4212 
For Patentin software help, call (703) 308-6856 

PLEASE RETURN A COPY OF THIS NOTICE WITH YOUR RESPONSE 



